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Examiner 

Michael M. Thompson 



Applicant(s) 
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Art Unit 

3763 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -.- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may tje available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
affer SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified alxive is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified atiove, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

DC 
2a)[ 



Responsive to communication(s) filed on 03-19-01 . 

This action is FINAL. 2b)n This action is non-final. 



3) n Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11, 453 O.G. 21 3. 

Disposition of Claims 

4) M Claim(s) 1.2 and 6-25 is/are pending in the application. 

4a) Of the above claim(s) 10-14.19.22-25 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1. 2. 6-9. 15-18. and 20-21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Application Papers 

9) M The specification is objected to by the Examiner. 

^0)M The drawing(s) filed on 05 June 1998 is/are objected to by the Examiner. 

11) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. g 119 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. i$ 1 19(a)-(d) or (f). 

a)nAII b)n Some* c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

15) S Notice of References Cited (PTO-892) 

16) C] Notice of Draflsperson's Patent Drawing Review (PTO-948) 

17) □ Information Disclosure Stalement(s) (PTO-1449) Paper No(s) . 



18) CD Interview Summary (PTO-413) Paper No(s). 

19) □ Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 



St— 



U.S. Patent and Trademark Office 

PTO-326(Rev. 01-01) 



Office Action Summary 



Part of Paper No. 15 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of the Species election in Paper No. 14 is 
acknowledged. The traversal is on the ground(s) that claims 1 and 17 are generic and since each 
of the claims include a generic and broad valve the election is improper. This is not found 
persuasive because while the Examiner agrees that the generic claims include a valve, the 
different and modified embodiments are the species in which the Examiner has required 
Applicant to elect. The Examiner accepts Applicants arguments with respect to claims 1 and 17 
being sufficiently generic. Therefore upon allowance of the generic claims Applicant will have 
the opportunity to request a rejoinder of all the species depending from claims 1 and 17. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 10-14, 19, and 22-25 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b), as being drawn to a nonelected Species, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in Paper No. 12 
and 14. 

Drawings 

3. This application has been filed with informal drawings which are acceptable for 
examination purposes only. Formal drawings will be required when the application is allowed. 

4. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the "wall" of claim 8 must be shown 
or the feature(s) canceled from the claim(s). No new matter should be entered. 
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Specification 

5. The disclosure is objected to because of the following informalities: The disclosure 
appears to fail in teaching method in which the valve/disk of claim 21 as preventing back-flow as 
taught by Applicant's invention. The Examiner is unclear if Applicant has intended to claim 
such a valve/disk. 

Appropriate correction is required. 

Claim Objections 

6. Claim 21 is objected to because of the following informalities: It is unclear how the 
valve/disk of claim 21 prevents the back-flow of fluid into the container since it appears that 
Applicant teaches a device which prevents back-flow in the specification. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. It is unclear to the Examiner what "wall" Applicant is referring to in the claim or 
specification, (feed line 13, page 10?) 
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Claim Rejections - 35 U.S.C §102/103 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
maimer in which the invention was made. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (0 or (g) prior art under 35 U.S.C. 103(a). 

12. Claims 1, 15 and 16 are rejected under 35 U.S.C. 102(b) as being anticipated by Michel 
et al. ('874). Michel et al. teaches a device for the metered administration of a fluid comprising a 
container having a piston for administering fluid through an outlet, a catheter connected to the 
outlet of the container having a front end and an injection needle, (see figure 3 ) He teaches a 
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valve positioned between the outlet and injection needle (58 column 5,6; lines 60-68 and 1-6 
respectively), the valve having an inlet and outlet end wherein flow of fluid is permitted from the 
outlet to the injection needle when pressure is exerted on the inlet end of the valve exceeds a 
pressure on the inlet end caused by the dead weight of the fluid drug a pheinomenon common to 
all syringe type devices with a piston. 

13. Claims 2, and 6-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Michel 
et al. ('874) in view of Paradis ('097). Michel et al. teaches all of the limitations of the claims to 
include a valve for controlling flow, however, he fails in specifically stating the type of valve 
being utilized in the invention, a valve body that is sealingly encloses the aperture in response to 
pressure, tensioned over a sealing lip at the feed line. Paradis teaches a valve body that is 
passive in nature, having a valve body that is sealingly encloses the aperture in response to 
pressure, tensioned over a sealing lip at the feed line. It would have been obvious to one of 
ordinary skill in the art, at the time of invention to have modified the valve of Michel et al. with a 
the passive valve of Paradis to simply substitute one valve for another since both elements were 
art recognized equivalents at the time the invention was made, and one of ordinary skill would 
have found it obvious to substitute one valve for another. 

14. Claims 17-18, 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Boettger ('244) in view of Paradis ('097). Boettger teaches a device for the metered 
administration of a fluid comprising an ampoule having a piston for administering fluid through 
an outlet, a catheter connected to the outlet of the container having a front end and an injection 
needle, (see figure 1 and figure 14) He teaches a valve positioned in the housing between the 
outlet and injection needle (18/20 composed of figure 14), the valve having an inlet and outlet 
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end wherein flow of fluid is permitted from the outlet to the injection needle when pressure is 
exerted on the inlet end of the valve exceeds a pressure on the inlet end caused by the dead 
weight of the fluid drug. Please note the Brief Description of the figures when interpreting the 
embodiments of Boettger. Also note that with respect to claim 21 there are several examples of 
valves that exhibit circular disks with openings etc. However it appears that claim 21 would 
allow for fluid to pass back into the container as addressed in the objections indicated above. 

Conclusion 

15. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Response to Arguments 

16. Applicant's arguments with respect to claims 1, 2, 6-9, 15-18, and 20-21 have been 
considered but are moot in view of the new ground(s) of rejection necessitated by amendment. 
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Contacts 



Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Michael Thompson whose telephone number is (703) 305-1619. 
The Examiner can normally be reached on Monday through Friday from 9 am to 5 PM. 

Any questions pertaining to inft)rmal matters such as the status of a case, missing 
portions of an Office Action, references, filing, paper matching, etc., should be directed to the 
Examiner's Legal Instruments Examiner (LIE), Rosalind Smith, at (703) 305-2440. 

If attempts to reach the Examiner by telephone are unsuccessfril, the Examiner's Primary, 
AnhTuan Nguyen, caii be reached on (703) 308-2154. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 306-4520. 
Michael M. Thompson 
Patent Examiner 




ANKimiT. NGUYEN 
PRIMARY EXAMINER 





June 3, 2001 



